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Please replace all prior claims in the application with the following: 

1 . (Currently Amended) A s tabilized solid composition comprising 
containing a 4-amino-3-substituted-butanoic acid derivative and a stabilizer, the stabilizer 
being a humectant and effective against degradation of the 4-amino-3-substituted- 
butanoic acid derivative due to lactam formation, tbe which compris e s a 
4-amino-3-substituted-butanoic acid derivative having the general formula 

NH 2 CH 2 — C— CHjCOOH 

R l R 2 

wherein, 

Rl is a hydrogen atom, a hydroxyl group, a methyl group or an ethyl 

group; 

R.2 is a monovalent group selected from: 

a straight or branched alkyl group of 3 - 8 carbon atoms; 
a straight or branched alkylene group of 3 - 8 carbon atoms; 
a straight or branched alkyl group of 3 - 8 carbon atoms which is 
mono- or di-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl 
group, an alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo 
group, a carboxyl group or a carboalkoxy group; 

a cycloalkyl group of 3 - 8 carbon atoms; 
a cycloalkyl group of 3 - 8 carbon atoms which is mono-* di- or 
tri-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl group, an 
alkyl group, an alkoxy group, an alkylthio group, an amino group, a nitro group, 
an oxo group, a carboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 4 - 8 carbon atoms; 
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a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 4 - 8 carbon atoms wherein said phenyl ring is mono-, 
di- or tri-substituted with a halogen atom, a trifhioromethyl group, a hydroxyl 
group, an alkyl group, an alkoxy group, an alkylthio group, an amino group, a 
nitro group, a carboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
5-8 carbon atoms; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
5-8 carbon atoms wherein said phenyl ring is mono-, di- or tri-subsututed with a 
halogen atom, a trifhioromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, a carboxyl group 
or a carboalkoxy group; 

an alkylcycloalkyl group wherein said cycloalkyl has 3 - 8 carbon 
atoms and is linked to an alkylene group having 1-4 carbon atoms optionally 
interrupted with -0-, -S- or -SS-; 

an alkylcycloalkyl group wherein said cycloalkyl has 3 - 8 carbon 
atoms, is linked to an alkylene group having 1-4 carbon atoms optionally 
interrupted with -0-, -S- or -SS- and is mono-, di- or tri-substituted with a halogen 
atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an alkoxy group, 
an alkylthio group, an amino group, a nitro group, an oxo group, a carboxyl group 

Vw 

or a carboalkoxy group; 

a cycloalkyl group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) is replaced by -0-, -NH-, -S-, -SO- or -S(0)2S 
a cycloalkyl group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) is replaced by -0-, -NH-, -S-, -SO- or -S(0)2-, and one 
or two of the unsubstituted methylene groups (-CH2-) are mono- or di-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
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alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo group, a 
carboxyl group or a carboalkoxy group; 

a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl 
group of 5 - 8 carbon atoms, one of the methylene groups (-CH2-) in said 
cycloalkenyl ring or cycloalkanedienyl ring being replaced by -0-, -NH-, =N-, -S-, 
-SO- or-S(0)2-; 

a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl 
group of 5 - 8 carbon atoms, one of the methylene groups (-CH2-) in said 
cycloalkenyl ring or cycloalkanedienyl ring being replaced by -0-, -NH-, =N-, -S-, 
-SO- or -S(0)2-, and one or two of the unsubstituted methylene groups (-CH2-) 
being mono- or di-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, an oxo group, a carboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) is replaced by -O-, -NH-, -S-, -SO- or -S(0)2S 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) is replaced by -0-, -NH-, -S-, -SO- or -S(0)2-, said phenyl group 
being mono- or di-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, a carboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
5-8 carbon atoms, one of the methylene groups (-CH2-) in said cycloalkenyl ring 
or cycloalkanedienyl ring being replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2-; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
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5-8 carbon atoms, one of the methylene groups (-CH2-) in said cycloalkenyl ring 
or cycloalkanedienyl ring being replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2*, 
said phenyl ring being mono- or di-substituted with a halogen atom, a 
trifluoromethyl group, a hydroxyl group, an alkyl group, an alkoxy group, an 
alkylthio group, an amino group, a nitro group, a carboxyl group or a carboalkoxy 
group; 

an alkylcycloalkyl group wherein said cycloalkyl has 5 - 8 caibon 
atoms and is linked to an alkylene group having 1 - 4 carbon atoms optionally 
interrupted with -0-, -S- or -SS-, one of the methylene groups (-CH2-) in said 

cycloalkyl ring being replaced by -0-, -NH-, -S-, -SO- or -S(0)2-; 

an alkylcycloalkyl group wherein said cycloalkyl has 5 - 8 carbon 
atoms and is linked to an alkylene group having 1-4 carbon atoms optionally 
interrupted with -0-, -S- or -SS-, and one of the methylene groups (-CH2-) in said 
cycloalkyl ring being replaced by -0-, -NH-, -S-, -SO- or -S(0)2* and one or two 
of the unsubstituted methylene groups (-CH2-) being mono-, di- or tri-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo group, a 
caAoxyl group or a carboalkoxy group; 

a phenyl or naphthyl group; 

a phenyl group substituted with a methylenedioxy group; 
a phenyl or naphthyl group which is mono-, di- or tri-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an amino group, a nitio group, a carboxyl group, a phenoxy group, 
a phenyimethoxy group, a phenylmethoxy group wherein said phenyl ring is 
mono-substituted with a halogen atom, trifluoromethyl group, an alkoxy group/an 
amino group, a nitro group, a carboxyl group or a carboalkoxy group, a 
cycloalkylmethoxy group having 5-8 carbon atoms in the cycloalkyl ring, a 
cycloalkenylmethoxy group having 5-8 carbon atoms in the cycloalkenyl ring, a 
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cycloalkanedienyhnethoxy group having 5-8 carbon atoms in the 
cycloalkanedienyl ring, a cycloalkylmethoxy group wherein one of the methylene 
groups (-CH2-) in said cycloalkyl ring having 5-8 carbon atoms is replaced by 
-0-, -NH-j -S-, -SO- or -S(0)2-> a cycloalkenylmethoxy group wherein one of the 
methylene groups (-CH2-) in said cycloalkenyl ring having 5-8 carbon atoms is 
replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2-, a cycloalkanedienyl-methoxy 
group wherein one of the methylene groups (-CH2-) in said cycloalkanedienyl 
ring having 5 - 8 carbon atoms is replaced by -O-, -NH-, =N-, -S-, -SO- or -S(0)2~ 
group, a cycloalkylmethoxy group having 5-8 carbon atoms in the cycloalkyl ring 
wherein said cycloalkyl ring is mono-substituted with a halogen atom, 
trifluoromethyl group, a hydroxy group, an alkyl group, an alkoxy group, an 
amino group, a nitro group, a carboxyl group or a carboalkoxy group and one of 
the methylene groups (-CH2-) in said cycloalkyl ring is replaced by -0-, -NH-, 

-S-, -SO- or -S(0>2-, a cycloalkenylmethoxy group having 5-8 carbon atoms in 

the cycloalkenyl ring wherein said cycloalkenyl ring is mono-substituted with a 
halogen atom, a trifluoromethyl group, a hydroxy group, an alkyl group, an alkoxy" 
group, an amino group, a nitro group, an oxo group, a carboxyl group or a 
caiboalkoxy group and one of the methylene groups (-CH2-) in said cycloalkenyl 
ring is replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2-, or a 
cycloalkanedienylroethoxy group having 5-8 carbon atoms in the 
cycloalkanedienyl ring wherein said cycloalkanedienyl ring is mono-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an amino group, a nitro group, an oxo group, a carboxyl group or a 
carboalkoxy group and one of the methylene groups (-CH2-) in said 
cycloalkanedienyl ring is replaced by -O-, -NJH-, -N-, -S-, -SO- or -S(0)2S 
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an alkylphenyl group wherein said phenyl group is linked to an 
alkylene group having 1-4 carbon atoms optionally interrupted with -0-, -S- or 
-SS-; 

an alkyl-O-, -S- or -SS-phenyl group wherein said phenyl group is 
linked to an alkylene group having 1-4 carbon atoms via -0-> -S- or -SS-; 
an -0-, -S- or -SS-phenyl group; 
a diphenylamino group; 

an alkylphenyl group wherein said phenyl group is linked to an 
alkylene group having 1 - 4 carbon atoms optionally interrupted with -0-, -S- or 
-SS- and mono-, di- or tri-substituted with a halogen atom, a trifluoromethyl 
group, a hydroxyl group, a alkyl group, an alkoxy group, an amino group, a nitro 
group or a carboxyl group; 

an alkyl-CK -S- or -SS-phenyl group wherein said phenyl group is 
linked to an alkylene group having 1-4 carbon atoms via -0-, -S- or -SS- and 
mono-, di- or tri-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an amino group, a nitro group or 
a carboxyl group; 

an -0-, -S- or -SS-phenyl group wherein said phenyl group is 
mono-, di- or tri-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an amino group, a nitro group or 
a carboxyl group; 
or 

R i and R2, together with the carbon atom to which they are attached, 

may form a divalent group selected from: 

a cycloalkylidene group of 5 - 8 carbon atoms; 
a cycloalkylidene group of 5 - 8 carbon atoms which is mouo-, di-, 
tri- or tetra-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl 
group, an alkyl group, an alkoxy group, an alkylthio group, a cycloalkyl group, a 
phenyl group, an amino group, a nitro group or a carboxyl group; 
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a cycloalkylidene group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) in said cycloalkyl ring is replaced by -0-, -NH-, -S-, 

-SO- or -S(0)2S 

a cycloalkylidene group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) in said cycloalkyl ring is replaced by -0-, -NH-, -S-, 

-SO- or -S(0)2- group and one or more of the unsubstituted methylene groups 
(-CH2-) in said cycloalkyl ring are mono-, di-, tri- or tetra-substituted with a 
halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo group, a 
carboxyl group or a carboalkoxy group; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms which is mono-, di- s tri- or 
tetra-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl group, 
an alkyl group, an alkoxy group, an alkylthio group, a cycloalkyl group, a phenyl 
group, an amino group, a nitro group, an oxo group, a carboxyl group or a 
carboalkoxy group; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) in said cycloalkenyl ring or cycloalkanedienyl ring is replaced by 

-0-, -NH-, =N-> -S-, -SO- or -S(0) 2 -; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) in said cycloalkenyl ring or cycloalkanedienyl ring is replaced by 
-O-, -NH-, ~N-, -S-, -SO- or -S(0)2- group and one or more of the unsubstituted 
methylene groups (-CH2-) in said cycloalkenyl ring or cycloalkanedienyl ring are 
mono-, di-, tri- or tetra-substituted with a halogen atom, a trifluoromethyl group, a 
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hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, an oxo group, a carboxyi group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkylidene group of 4 - 8 carbon atoms; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkylidene group of 4 - 8 carbon atoms, said phenyl ring being mono-, 
di-, tri- or tetra-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, a carboxyi group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyiideae group of 5 - 8 carbon atoms or a cycloalkanedienylidene 
group of 5 - 8 carbon atoms; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenylidene group of 5 - 8 carbon atoms or a cycloalkanedienylidene 
group of 5 - 8 carbon atoms, said phenyl ring being mono- or di-substituted with a 
halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, a carboxyi group 
or a carboalkoxy group*-and 

a - hum e ctont for - manufaoturing a pharmaceutical pr e paration , 

2. (Currently Amended) The stabilized solid composition containing a 
4 amino - 3 - subotituted - butanoic aoid dorivativo as claimed in of claim 1 wherein said 
humectant comprises one or more of the compounds selected from ethylene glycol, 
propylene glycol, butylene glycol, sorbitol* aad glycerol and m a lower aliphatic acid 
ester thereof of glycerol . 

3. (Currently Amended) The stabilized solid composition eenteiaigg-a 
4- amino - 3 substituted butanoic acid d e rivative as oktimod in of claim 1 wherein said 
humectant is ethylene glycol. 
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4. (Currently Amended) The s tabiliz e d solid composition oontainin g-a 
famine S ubstitut e d butanoic acid derivativ e as claimed in of claim 1 wherein said 
humectant is propylene glycol. 

5. (Currently Amended) The s tabilized solid composition containing - a 

A amino 3 substituted butano i o - aoid derivativ e 05 claim e d - ia fif claim 1 wherein said 
humectant is butylene glycol. 

6. (Currently Amended) The stabiliz e d solid composition containing -a 
4- amino - 3 - substitutod butanoio,aoid dorivativo as claim e d in of claim 1 wherein said 
humectant is glycerol or a^alowcr aliphatic acid ester *kegeef of glycerol . 

7. (Currently Amended) The s tabilized solid composition containing a 
4- amino - ^oubantuto^ butonoio aoid derivativ e a s claim e d in of claim 1 wherein said 
humectant is(sorbitol, 

8. (Currently Amended) The stabilized solid composition containing a 
4- amino - 3 -3 ubstitiitod butonoio aoid dorivativo as claim e d in of claim 1 wherein a total 
amount of said humectant is 0.01 - 25% by weight relative to the 4-amino-3-substituted- 
butanoic acid derivative* 

9. (Currently Amended) The s tabiliz e d solid composition containing a 
4 amino 3 oubfltitutod butonoio aoid d e rivative a s olaim e d in of claim 4* 20 wherein a 
total amount of said humectant is 0.01 - 25% by weight relative to a total amount of the 
4-amino-3-substituted~butanoic acid derivative and an die auxiliary agent 
manufacturing a pharmaceutical preparation , 

10. (Currently Amended) The stabiliz e d solid composition containing -a 
A amino 3 s ubstituted butanoic aoid dorivativo as olaim e d in any -of claims 1 to 9 wherein 
it is a s olid pharmaceutical pr e paratio a- of the 4-amino-3-snbstituted-butanoic acid 
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derivative is gabapentin, pregabalin, baclofen, 3-aminomethyM-cyclohexyl-butanoic 
acid, 3-aminomethyI-5-cyclohexyl pentauoic acid, 3-aminomethyl-4-phenyl-butanoic acid 
or 3 -aminomethyl-5 -phenyl-pentanoic acid and the solid composition is a pharmaceutical 
preparation . 

1 1 , (Currently Amended) The stabilized solid composition containing a 

4 amino - 3 -s ubstitut e d - butanoio aoid derivative aa olaim e d in of claim 10 wherein it is a 

the pharmaceutical preparation in th e is a dosage form of tablets, powders, granules 
or capsules. 

1 2. (Currently Amended) A process for th e pr e paration of preparing a solid 
composition containing a 4-amino-3-substituted-butanoic acid derivative having the 
general formula 



wherein, 

Rj is a hydrogen atom, a hydroxyl group, a methyl group or an ethyl 

group; 

R-2 is a monovalent group selected from: 

a straight or branched alkyl group of 3 - 8 carbon atoms; 

a straight or branched aDcylene group of 3-8 carbon atoms; 

a straight or branched alkyl group of 3 - 8 carbon atoms which is 
mono- or di-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl 
group, an alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo 
group, a carboxyl group or a carboalkoxy group; 

a cycloalkyl group of 3 - 8 carbon atoms; 

a cycloalkyl group of 3 - 8 carbon atoms which is mono-, di- or 
tri-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl group, an 




NH 2 CH 2 — C— CH 2 COOH 
R l R 2 
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alkyi group, an alkoxy group, an alkylthio group, an amino group, a nitro group, 
an oxo group, a caiboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 4 - 8 carbon atoms; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 4 - 8 carbon atoms wherein said phenyl ring is mono-, 
di- or tri-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl 
group, an alkyi group, an alkoxy group, an alkylthio group, an amino group, a 
nitro group, a carboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
5-8 carbon atoms; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
5-8 carbon atoms wherein said phenyl ring is mono-, di- or tri-substituted with a 
halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyi group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, a caiboxyl group 
or a carboalkoxy group; 

an alkylcycloalkyl group wherein said cycloalkyl has 3 - 8 carbon 
atoms and is linked to an alkylene group having 1-4 carbon atoms optionally 
interrupted with -S- or -SS-; 

an alkylcycloalkyl group wherein said cyclbalkyl has 3 - 8 carbon 
atoms, is linked to an alkylene group having 1 - 4 carbon atoms optionally 
interrupted with -0-, -S- or -SS- and is mono-, di- or tri-substituted with a halogen 
atom, a trifluoromethyl group, a hydroxyl group, an alkyi group, an alkoxy group, 
an alkylthio group, an amino group, a nitro group, an oxo group, a caiboxyl group 
or a carboalkoxy group; 

a cycloalkyl group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) is replaced by -O-, -NH-, -S-. -SO or -S(0)2S 
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a cycloalkyl group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) is replaced by -0-, -NH-, -S-, -SO- or -8(0)2-, and one 
or two of the unsubstituted methylene groups (-CH2-) are mono- or di-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo group, a 
carboxyl group or a carboalkoxy group; 

a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyi 
group of 5 - 8 carbon atoms, one of the methylene groups (-CH2-) in said 
cycloalkenyl ring or cycloalkanedienyi ring being replaced by -0-, -NH-, =N-, -S-, 
-SO- or -S(0)2S 

a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyi 
group of 5 - 8 carbon atoms, one of the methylene groups (-CH2-) in said 
cycloalkenyl ring or cycloalkanedienyi ring being replaced by -0-, -NH-, =N-, -S-, 
-SO- or -S(0)2-, and one or two of the unsubstituted methylene groups (-CH2-) 
being mono- or di-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, an oxo group, a carboxyl group or a caiboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) is replaced by -0-, -NH-, -S-, -SO- or -S(0)2-; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkyl group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) is replaced by -0-, -NH-, -S-, -SO- or -S(0)2-, said phenyl group 
being mono- or di-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, a carboxyl group or a carboalkoxy group; 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyi group of 
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5-8 carbon atoms, one of the methylene groups (-CH2-) in said cycloalkenyl ring 
or cycloalkanedienyl ring being replaced by -0-, -NH-, =N-, -SO- or -S(0)2S 

a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkenyl group of 5 - 8 carbon atoms or a cycloalkanedienyl group of 
5-8 carbon atoms, one of the methylene groups (-CH2-) in said cycloalkenyl ring 
or cycloalkanedienyl ring being replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2-, 
said phenyl ring being mono- or di-substituted with a halogen atom, a 
trifluoromethyl group, a hydroxyl group, an alkyl group, an alkoxy group, an 
alkylthio group, an amino group, a nitro group, a carboxyl group or a carboalkoxy 
group; 

an alkylcycloalkyl group wherein said cycloalkyl has 5 - 8 carbon 
atoms and is linked to an alkylene group having 1-4 carbon atoms optionally 
interrupted with -0-, -S- or -SS-, one of the methylene groups (-CH2-) in said 

cycloalkyl ring being replaced by -0-, -NH-, -S-, -SO- or -S(0)2S 

an alkylcycloalkyl group wherein said cycloalkyl has 5 - 8 carbon 
atoms and is linked to an alkylene group having 1-4 carbon atoms optionally 
interrupted with -0-, -S- or -SS-, and one of the methylene groups (-CH2-) in said 
cycloalkyl ring being replaced by -0-, -NH- f -S-, -SO- or -S(0)2- and one or two 
of the unsubstituted methylene groups (-CH2-) being mono-, di- or tri-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo group, a 
carboxyl group or a carboalkoxy group; 

a phenyl or naphthyl group; 

a phenyl group substituted with a raethylenedioxy group; 
a phenyl or naphthyl group which is mono-, di- or tri-substituted 
with a halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an amino group, a nitro group, a carboxyl group, a phenoxy group, 
a phenylmethoxy group, a phenylmethoxy group wherein said phenyl ring is 
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mono-substituted with a halogen atom, trifluorornethyl group, an alkoxy group, an 
amino group, a nitro group, a caiboxyl group or a carboalkoxy group, a 
cycloalkylmethoxy group having 5 - 8 carbon atoms in the cycloalkyl ring, a 
cycloalkenylmethoxy group having 5-8 carbon atoms in the cycloalkenyl ring, a 
cycloalkanedieaylmethoxy group having 5-8 carbon atoms in the 
cycloalkanedienyl ring, a cycloalkylmethoxy group wherein one of the methylene 
groups (-CH2-) in said cycloalkyl ring having 5-8 carbon atoms is replaced by 
-O-, -NH-, -S-, 'SO- or -S(0)2-, a cycloalkenylmethoxy group wherein one of the 
methylene groups (-CH2-) in said cycloalkenyl ring having 5-8 carbon atoms is 
replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2-, a cycloalkanedienyl-methoxy 
group wherein one of the methylene groups (-CH2-) in said cycloalkanedienyl 
ring having 5-8 carbon atoms is replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2- 
group, a cycloalkylmethoxy group having 5-8 carbon atoms in the cycloalkyl ring 
wherein said cycloalkyl ring is mono-substituted with a halogen atom, 
trifluorornethyl group, a hydroxy group, an alkyl group, an alkoxy group, an 
amino group, a nitro group, a carboxyl group or a carboalkoxy group and one of 
the methylene groups (-CH2-) in said cycloalkyl ring is replaced by -0-, -NH-, 
-S-, -SO- or -S(0)2-, a cycloalkenylmethoxy group having 5-8 carbon atoms in 
the cycloalkenyl ring wherein said cycloalkenyl ring is mono-substituted with a 
halogen atom, a trifluorornethyl group, a hydroxy group, an alkyl group, an alkoxy 
group, an amino group, a nitro group, an oxo group, a carboxyl group or a 
carboalkoxy group and one of the methylene groups (-CH2-) in said cycloalkenyl 
ring is replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2-, or a 

cycloalkanedienylmethoxy group having 5-8 carbon atoms in the 
cycloalkanedienyl ring wherein said cycloalkanedienyl ring is mono-substituted 
with a halogen atom, a trifluorornethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an amino group, a nitro group, an oxo group, a carboxyl group or a 
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carboalkoxy group and one of the methylene groups (-CH2-) in said 
cycloalkanedieayl ring is replaced by -0-, -NH-, =N-, -S-, -SO- or -S(0)2S 

an alkylphenyl group herein said phenyl group is linked to an 
alkylene group having 1-4 carbon atoms optionally interrupted with -0-, -S- or 
-SS-; 

an alkyl-O-, -S~ or -SS-phenyl group wherein said phenyl group is 
linked to an alkylene group having 1 - 4 carbon atoms via -0-, -S- or -SS-; 
an -0-, -S- or -SS-phenyl group; 
a diphenylamino group; 

an alkylphenyl group wherein said phenyl group is linked to an 
alkylene group having 1 - 4 carbon atoms optionally interrupted with O, -S~ or 
-SS- and mono-, di- or tri-substituted with a halogen atom, a trifluoromethyl 
group, a hydroxyl group, a alkyl group, an alkoxy group, an amino group, a nitro 
group or a carboxyl group; 

an alkyl-O-, -S- or -SS-phenyl group wherein said phenyl group is 
linked to an alkylene group having 1 - 4 carbon atoms via -0-, -S- or -SS- and 
mono-, di- or tri-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an amino group, a nitro group or 
a carboxyl group; 

an -0-, -S- or -SS-phenyl group wherein said phenyl group is 
mono-, di- or tri-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an amino group, a nitro group or 
a carboxyl group; 
or 

Rl and R2, together with the carbon atom to which they are attached, 
may form a divalent group selected from: 

a cycloalkylidene group of 5 - 8 carbon atoms; 
a cycloalkylidene group of 5 - 8 carbon atoms which is mono-, di-, 
tri- or tetra-substituted with a halogen atom, a trifluoromethyl group, a hydroxyl 
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group, an alkyl group, an alkoxy group, an alkylthio group, a cycloalkyl group, a 
phenyl group, an amino group, a nitro group or a carboxyl group; 

a cycloalkylidene group of 5 - 8 caibon atoms wherein one of the 
methylene groups (-CH2-) in said cycloalkyl ring is replaced by -O-, -NH-, -S-, 

-SO- or -S(0)2S 

a cycloalkylidene group of 5 - 8 carbon atoms wherein one of the 
methylene groups (-CH2-) in said cycloalkyl ring is replaced by -0-, -NH-, -S-, 
-SO- or -S(0)2- group and one or more of the unsubstituted methylene groups 
(-CH2-) in said cycloalkyl ring are mono-, di-, tri- or tetra-substituted with a 
halogen atom, a trifluoromethyl group, a bydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, an oxo group, a 
carboxyl group or a carboalkoxy group; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms which is mono-, di-, tri- or 
tetra-substituted with a halogen atom, a trifluoromethyl group, a hydroxy! group, 
an alkyl group, an alkoxy group, an alkylthio group, a cycloalkyl group, a phenyl 
group, an amino group, a nitro group, an oxo group, a carboxyl group or a 
carboalkoxy group; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) in said cycloalkenyl ring or cycloalkanedienyl ring is replaced by 
-0-, -NH-, -S-, -SO- or -S(0) 2 -; 

a cycloalkenylidene group of 5 - 8 carbon atoms or a 
cycloalkanedienylidene group of 5 - 8 carbon atoms wherein one of the methylene 
groups (-CH2-) in said cycloalkenyl ring or cycloalkanedienyl ring is replaced by 
-0-, -NH-, =N-> -S-, -SO- or -S(0)2~ group and one or more of the unsubstituted 
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methylene groups (-CH2-) ^ said cycloalkenyl ring or cycloalkanedienyl ring arc 
mono-, di-, tri- or tetra-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, an oxo group, a carboxyl group or a carboalkoxy group; 



with a cycloalkylidene group of 4 - 8 carbon atoms, said phenyl ring being mono-, 
di-, tri- or tetra-substituted with a halogen atom, a trifluoromethyl group, a 
hydroxyl group, an alkyl group, an alkoxy group, an alkylthio group, an amino 
group, a nitro group, a carboxyl group or a carboalkoxy group; 



with a cycloalkenylidene group of 5 - 8 carbon atoms or a cycloalkanedienylidene 
group of 5 - 8 carbon atoms; 



with a cycloalkenylidene group of 5 - 8 carbon atoms or a cycloalkanedienylidene 
group of 5 - 8 carbon atoms, said phenyl ring being mono- or di-substituted with a 
halogen atom, a trifluoromethyl group, a hydroxyl group, an alkyl group, an 
alkoxy group, an alkylthio group, an amino group, a nitro group, a carboxyl group 
or a carboalkoxy group; 

whoroin said process compris e s comprising combining the 4-amino~3-substituted- 
butanoic acid derivative with a stabilizer, the stabilizer being a humectant fef 
mnniifnr-.rnHnp n phnmrmnmitioal pr e paratio n and effective against degradation of the 
4-amino-3-substitnted-butanoic acid derivative due to lactam formation . 

1 3 . (Currently Amended) The process as claimed 4a g£ claim 12 wherein said 
humectant comprises one or more of the compounds selected from ethylene glycol, 
propylene glycol, butylene glycol, sorbitol* and glycerol and m a lower aliphatic acid 
ester ther e of of glycerol . 



a condensed ring group formed by ortho-fusion of a phenyl ring 
with a cycloalkylidene group of 4 - 8 carbon atoms; 

a condensed ring group formed by ortho-fusion of a phenyl ring 



a condensed ring group formed by ortho-fusion of a phenyl ring 




a condensed ring group formed by ortho-fliston of a phenyl ring 
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14. (Currently Amended) The process as claim e d in any of claims 12 to 

13 wherein said solid composition is a solid pharmaceutical preparation of gabapentin, 
pregabalin, baclofen, 3-aminomethyl-4-cyclohexyl-butanoic acid, 3-aminomethyl- 
5-cyclohexyl peotanoic acid, 3-aminomethyl-4-phenyl-butanoic acid or 3-aminomethyl- 
5-phenyl-pentanoic acid, 

1 5. (Currently Amended) The process as claim e d in of claim 14 wherein a 
solid the pharmaceutical preparation containing a 4 amino - 3 - substitut e d - butanoio - ae y 
d e rivativ e is a phannao e utteah>r^^<H^HiHto e is a dosage form of tablets, powders, 
granules or capsules. 

16. (Currently Amended) A - siabife e d The solid composition containing -a 
4 amino 3 s ubstitut e d butanoio - aeid - derivativ e as claim e d in of claim 1 wherein - it - i s 
furth e r - combined with further comprising a neutral amino acid. 

1 7. (Currently Amended) The stabilised solid composition containing a 

4 amino 3 - substituted butanoio aoid derivative as oloimod in of claim 16 wherein said 
neutral amino acid is one or more of the neutral amino acids selected from L-leucine, 
L-isoleucine, L-valine, L-alanine, D-leucine, D-isoleucine, D-valine, D-alanine, DL- 
leucine, DL-isoleucine, DL-valine, DL-alanine antfgtyei^ , 

18. (Canceled) 

19. (Canceled) 

20. (Currently Amended) A s tabiliz e d Jhe solid composition Qooording to of 
Claim 1 T wherein th e 4 amino 3 substitut e d - butanoio aoid d e rivativ e is further comb i ned 
wife comprising an auxiliary agent. 

2 1 . (Currently Amended) The process ag-et aimed to of Claim 12, further 
comprising adding an nuxilary auxiliary agent to the solid composition containing tho 3 
substitut e d butanoio acid d e rivativ e. 
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22. (New) A solid composition comprising gabapentin and a stabilizer, the 
stabilizer being a humectant and effective against degradation of gabapentin due to lactam 
formation. 

23. (New) The solid composition of claim 22, wherein said stabilizer is one or 
more of ethylene glycol, propylene glycol, butylene glycol, sorbitol, glycerol, or a lower 
aliphatic acid ester of glycerol, 

24. (New) The solid composition of claim 22, wherein said stabilizer is 
propylene glycol 

25. (New) A process for preparing a solid composition comprising combining 
gabapentin with a stabilizer, the stabilizer being a humectant and effective against 
degradation of gabapentin due to lactam formation. 

26. (New) The process of claim 25, further comprising combining gabapentin 
with one or more of ethylene glycol, propylene glycol, butylene glycol, sorbitol, glycerol, 
or a lower aliphatic acid ester of glycerol. 

27. (New) The process of claim 25, further comprising combining gabapentin 
with propylene glycol. 
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